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NOTICES 


DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 
Office  of  the  Secretary 
NATIONAL  BLOOD  POLICY 

Request  for  Comments  Regarding 
Proposed  Implementation  Plan 

I.  Implementation  Plan  submitted  by  pri¬ 
vate  sector — notice  of  request  for  comments. 

n.  Notice  of  Third  Conference  on  the 
Implementation  of  the  National  Blood  Policy. 

The  Department  of  Health,  Education, 
and  Welfare  has  received  from  the  pri¬ 
vate  sector  a  proposed  plan  to  imple¬ 
ment  the  National  Blood  Policy.  Notice 
is  hereby  given  that  the  Department  is 
soliciting  public  comments  on  this  im¬ 
plementation  plan,  which  was  submitted 
on  January  31,  1974.  This  plan  consti¬ 
tutes  a  draft  proposal  by  the  private 
sector  and  has  not  been  endorsed  in 
any  way  by  the  Federal  Government. 

Background 

On  July  10,  1973,  the  Secretary  of 
Health,  Education,  and  Welfare  an¬ 
nounced  the  National  Blood  Policy.  A 
full  statement  of  the  Policy  will  be  found 
at  the  end  of  this  Federal  Register  no¬ 
tice.  The  Policy  identified  and  articu¬ 
lated  four  goals  in  the  development  of 
an  improved  blood  service  system; 

1.  Supply.  A  supply  of  blood  and  blood 
products  adequate  to  meet  all  of  the 
treatment  and  diagnostic  needs  of  the 
population  of  this  country. 

2.  Quality.  Attainment  of  the  highest 
standard  of  blood  transfusion  therapy 
through  full  application  of  currently 
available  scientific  knowledge,  as  well 
as  through  advancement  of  the  scientific 
base. 

3.  Accessibility.  Access  to  the  national 
supply  of  blood  and  blood  products  by 
everyone  in  need,  regardless  of  economic 
status. 

4.  Efficiency.  EflBcient  collection,  proc¬ 
essing.  storage,  and  utilization  of  the 
national  supply  of  blood  and  blood 
products. 

To  achieve  these  goals,  the  Policy 
called  for  the  attainment  of  specific  im¬ 
provements  in  the  conduct  of  blood 
banking.  Prominent  among  these  are  re¬ 
gionalization  of  blood  collection  and  dis¬ 
tribution,  transition  to  an  all-voluntary 
blood  donation  system,  and  the  rational 
alinement  of  charges  and  costs  for 
blood  services. 

On  September  24,  1973,  at  the  first 
Conference  on  the  Implementation  of 
the  National  Blood  Policy,  Secretary 
Weinberger  called  upon  the  existing  en¬ 
tities  involved  in  providing  blood  serv¬ 
ices,  Including  blood  banking  organiza¬ 
tions,  medical  and  hospital  professional 
groups,  health  insurance  organizations, 
and  consumer  groups,  to  imdertake  an 
Intensive  and  concerted  effort  to  pro¬ 
duce  a  plan  for  implementing  the  opera¬ 
tional  aspects  of  the  National  Blood  Pol¬ 
icy.  It  was  clearly  stated  that.  If  pos¬ 


sible,  the  Department  thought  it  most 
desirable  to  leave  responsibility  for  the 
day-to-day  conduct  of  blood  ba^ng  and 
operational  management  in  the  hands  of 
the  private  sector,  by  which  is  meant  the 
entire  array  of  non-govemmental  or¬ 
ganizations  and  agencies  concerned  with 
the  provision  of  blood  services. 

Over  a  period  of  four  months,  repre¬ 
sentatives  of  the  private  sector  organi¬ 
zations  worked  to  develop  an  implemen¬ 
tation  plan.  In  retognition  of  the  need 
to  create  a  single  locus  of  accountability 
in  blood  banking,  it  was  agreed  that  the 
American  Medical  Association  would  take 
the  lead  in  bringing  together  the  various 
interested  organizations  to  prepare  a 
unified  plan  that  would  appropriately 
involve  all  segments  of  the  blood  bank¬ 
ing  sector,  and  the  Nation’s  people  in 
general,  in  implementing  the  National 
Blood  Policy. 

In  response  to  the  Secretary’s  charge, 
an  implementation  plan  was  submitted 
to  the  Department  on  January  31,  1974, 
proposing  the  creation  of  an  American 
Blood  Commission.  This  proposed  plan 
emerged  from  the  efforts  of  the  follow¬ 
ing  organizations:  American  Medical  As¬ 
sociation,  American  Association  of  Blood 
Banks,  American  National  Red  Cross, 
Coimcil  of  Community  Blood  Centers, 
American  Hospital  Association,  Ameri¬ 
can  Society  of  Clinical  Pathologists,  and 
College  of  American  Pathologists. 

It  remains  now  for  the  Department  to 
determine  whether  the  American  Blood 
Commission  Plan  is  adequate  to  the  task 
of  implementing  the  National  Blood 
Policy.  In  arriving  at  its  decision,  the  De¬ 
partment  is  seeking  comments  and  input 
from  as  wide  a  spectrum  of  the  public  as 
possible.  Accordingly,  the  Department  is 
taking  two  steps. 

Requests  for  Comments 

Firstly,  the  American  Blood  Commis¬ 
sion  Plan  is  here  published  in  the  Fed¬ 
eral  Register  to  commented  upon  In 
writing.  The  reader  should  recognize  that 
the  Department  has  not  endorsed  the 
plan,  and  its  publication  in  the  Federal 
Register  is  intended  only  to  provide  an 
opportunity  for  public  consideration  and 
comment.  It  may  be  helpful  for  the 
reader  to  bear  in  mind  three  broad  re¬ 
quirements  that  were  set  forth  as  criteria 
of  an  acceptable  plan: 

1.  Creation  of  a  single  locus  of  ac¬ 
countability  in  the  blood  banking  com¬ 
munity. 

2.  Reasonable  promise  of  achieving  the 
Improvements  called  for  in  the  Policy. 

3.  Appropriate  representation  of  the 
Interests  of  all  affected  segments  of 
society. 

Comments  should  touch  upon  the  ade¬ 
quacy  of  the  plan  in  these  three  broad 
aspects,  and  should  Include  an  assess¬ 
ment  of  whether  the  plan  provides  an 
adeqiKite  basis  for  carrying  forward  the 
Implementation  effort.  Comments  should 
be  made  in  writing  to;  Dr.  Charles  C. 


Edwards,  Assistant  Secretary  for  Health, 
Department  of  Health,  Education,  and 
Welfare.  330  Independence  Avenue,  SW., 
Washington,  D.C.  20201.  To  be  con¬ 
sidered,  comments  must  be  received  on 
or  before  April  22,  1974. 

Notice  of  Conference 

In  addition  to  soliciting  written  com¬ 
ments  through  this  Federal  Register 
notice,  the  Department  Is  also  planning 
to  convene  a  third  Conference  on  the  Im¬ 
plementation  of  the  Natimial  Blood 
Policy.  Notice  is  hereby  given  that  this 
conference  will  be  open  to  the  public, 
and  will  take  place  on  Wednesday.  March 
27,  1974,  at  9:00  a.m.,  in  the  auditorium 
of  the  North  Building,  Department  of 
Health,  Education,  and  Welfare,  330  In¬ 
dependence  Avenue,  SW,,  Washington, 
D.C.  This  conference  will  provide  a  forum 
for  formulators  of  the  plan  to  present 
and  explain  their  proposal  fully,  and  for 
all  of  those  attending  the  conference  to 
express  their  reactions  and  recommenda- 
ticms. 

Additional  copies  of  this  Federal  Reg¬ 
ister  notice,  including  the  proposed  plan, 
may  be  obtained  by  writing  to  Dr.  Ian 
A.  Mitchell,  Acting  Director,  Office  of 
Special  Health  Projects,  Office  of  the 
Assistant  Secretary  for  Health,  Depart¬ 
ment  of  Health,  Education,  and  Welfare, 
Room  17A-43,  Parklawn  Building,  5600 
Fishers  Lane,  RockviUe,  Maryland  20852. 
Copies  may  also  be  obtaining  by  calling 
Dr.  Mitchell  at  301-443-6356. 

Dated:  March  4, 1974. 

Charles  C.  Edwards, 
Assistant  Secretary  for  Health. 

American  Blood  Commission 
NATIONAL  blood  PROGRAM 
Introduction 

January  31,  1974. 

In  response  to  a  1972  directive  from  the 
President,  the  Department  of  Health,  Educa¬ 
tion  and  Welfare  announced  a  National 
Blood  Policy  In  June  1973.  ITie  private  sector 
was  subsequently  called  on  to  implement  the 
policy  with  a  coordinated  program  to  solve 
the  problems  of  blood  collection  and  distri¬ 
bution.  Following  is  a  plan  that  builds  on 
the  strengths  of  the  pluralistic  system  that 
Is  being  called  on  to  contribute  to  the  Imple¬ 
mentation  of  the  National  Blood  Policy. 

The  Pcrilcy  focuses  on  the  assurance  of  four 
primary  features,  the  supply,  safety,  and 
accessibUity  of  blood  to  aU  in  need  of  .trans¬ 
fusions  and  the  efficiency  of  the  organiza¬ 
tions  that  provide  blood  services  to  the  citi¬ 
zenry.  AccOTdingly,  the  plan  addresses  these 
goals.  Through  the  establishment  of  an  or¬ 
ganization  capable  of  coordinating  the  activ¬ 
ities  of  the  existing  pluralistic  system,  the 
American  Blood  Commission,  many  elements 
of  the  private  sector  will  be  brought  together 
for  the  effort. 

The  participation  of  consumer  organiza¬ 
tions  including  those  that  are  not  primarily 
oriented  toward  health  care  wUl  Improve  the 
nation^B  blood  supply.  These  partners  In  the 
American  Blood  Commission  can  communi¬ 
cate  the  medical  necessity  of  a  dependable 
blood  supply  to  the  general  public  from 
which  volunteer  donors  must  come.  The  sys¬ 
tematic  coordinated  recruitment  of  volunteer 
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donors  called  for  by  this  plan  depends  on  a 
receptive  public  attitude.  By  the  end  of  1976 
every  blood  bank  associated  with  one  of  the 
three  major  blood  banking  organizations  ex¬ 
pects  to  be  drawing  100  percent  of  their 
blood  supply  from  volunteer  donors.  The 
effective  supply  of  blood  will  also  be  In¬ 
creased  by  more  efficient  utilization  of  avail¬ 
able  blood  through  Inventory  controls  made 
possible  by  regionalized  organization. 

The  uniform  application  of  the  recognized 
operating  standards  already  developed  by  the 
American  Association  of  Blood  Banks  and  the 
American  National  Red  Cross,  the  reporting 
of  an  adverse  reaction  back  to  the  blood  bank 
that  accepted  the  implicated  unit  of  blood 
from  the  donor,  the  improved  donor  pool 
that  will  result  as  the  need  to  rely  on  com¬ 
mercial  blood  sources  is  reduced,  and  other 
features  of  this  plan,  such  as  research  and 
education,  together  are  expected  to  help 
assure  the  safety  of  patients  receiving  blood 
by  reducing  risks  to  a  minimum. 

The  recruitment  of  donors,  the  profes¬ 
sional  services  required  for  the  collection  of 
blood,  the  crossmatching  and  safe  transfu¬ 
sion  of  the  blood,  and  the  testing  of  the 
collected  blood  for  disease  before  It  is  trans¬ 
fused  all  confer  unavoidable  costs  to  blood, 
including  blood  that  is  freely  donated  by 
volunteers.  These  costs  may  impinge  on  the 
acceasibility  of  blood  for  some  persons; 
therefOTe,  the  American  Blood  Commission 
would  place  a  high  priority  on  developing 
feasible  solutions  to  the  many  facets  of  this 
problem. 

The  accessibility  to  the  supply  of  safe 
blood  and  components  will  be  facilitated  in 
this  plan  immediately  by  improved  efficiency 
In  the  utilization  of  collected  blood.  Effi¬ 
ciency  should  help  to  Increase  the  effective 
supply  and  control  costs.  The  coordination 
of  inventories  across  the  nation  that  is  called 
fm*  in  the  following  plan  will  make  better 
use  of  periodic  surpluses  and  will  help  to 
even  out  blood  supplies  to  minimize  the 
effects  of  localized  shortages  and  to  reduce 
the  absolute  number  of  donors  who  must  be 
recruited  during  a  given  period. 

The  proposed  Implementation  Plan,  as  pre¬ 
sented  on  the  following  pages,  will  organize 
blood  banks  and  the  transfusion  facilities 
they  serve  within  a  national  system  that 
retains  regional  and  local  responsibility  and 
authority.  The  plan  will  enhance  the  volun¬ 
tary  collection  and  distribution  system  that 
is  essential  to  a  high  quality  blood  supply. 
Developed  within  the  private  sector,  this 
plan  recognizes  the  traditional  role  of  hos¬ 
pitals  and  the  responsibility  of  physicians  in 
the  procurement,  distribution  and  utilization 
of  blood  for  transfusion  to  their  patients. 

Implementation  Plan 
AMERICAN  blood  COMMISSION 

Membership  In  the  American  Blood  Com¬ 
mission  will  be  open  to  national  organiza¬ 
tions  that  have  an  interest  and  concern  for 
the  blood  services  provided  to  the  American 
people.  To  achieve  the  goals  of  the  National 
Blood  Policy  wide  participation  is  needed  and 
the  following  organizations,  selected  to  sug¬ 
gest  a  wide  range  of  bodies,  and  others  are. 
therefore,  called  upon  to  join  In  this 
endeavor: 

The  Advertising  Council 

The  American  Association  of  Blood  Banks 

The  American  Blood  Resources  Association 

The  American  College  of  Physicians 

The  American  Federation  of  Labor — Council 

of  Industrial  Organizations 
The  American  Hospital  Association 
The  American  Medical  Association 
The  American  National  Red  Cross 
The  American  Public  Health  Association 
The  American  Society  for  Medical  Technology 


The  American  Society  of  Clinical  Patholo¬ 
gists 

The  American  Society  of  Internal  Medicine 
The  Blue  Cross  Association 
The  College  of  American  Pathologists 
The  Consumer  Federation  of  America 
The  Council  of  Community  Blood  Centers 
The  Health  Insurance  Council 
Independent  National  Labor  Organizations 
The  National  Academy  of  Sciences 
The  National  Research  Council 
The  National  Association  of  Blue  Shield  Plans 
The  National  Association  of  Manufacturers 
The  National  Council  of  Churches 
The  National  Health  Council 
The  National  Hemophilia  Foundation 
The  National  Medical  Association 
The  Pharmaceutical  Manufacturers  Associa¬ 
tion 

The  United  States  Chamber  of  Commerce 

Other  interested  organizations  are  wel¬ 
come. 

No  governmental  agencies  are  among  those 
listed  above  only  because  there  may  be  legis¬ 
lative  or  administrative  restrictions  on  their 
participation;  however,  the  Veteran’s  Admin¬ 
istration,  the  Public  Health  Service,  the  mili¬ 
tary  services,  the  Food  and  Drug  Adminis¬ 
tration  and  other  agencies  are  welcome. 

The  responsibility  for  implementing  the 
recommendations  of  the  Commission  will  be 
vested  in  an  Executive  Committee,  elected 
by  the  Commission,  consisting  of  seventeen 
(17)  members  as  follows: 

Nine  permanent  members  will  be  elected 
from  nominees  proposed  by:  The  American 
National  Red  Cross  and  the  American  Asso¬ 
ciation  of  Blood  Banks  each  nominating  two 
representatives;  the  Council  of  Community 
Blood  Centers,  the  American  Medical  Asso¬ 
ciation,  the  College  of  American  Pathologists, 
the  American  Society  of  Clinical  Pathologists 
and  the  American  Hospital  Association,  each 
nominating  one  representative. 

Four  members  will  be  elected  by  the  Com¬ 
mission  annually  from  among  the  consumer 
representatives  on  the  Commission. 

Four  other  members  will  be  elected  from 
among  outstanding  professionals  working  in 
the  Regional  Programs.  These  professionals 
can  include  physicians,  administrators,  tech¬ 
nicians,  nurses,  donor  recruiters,  or  others 
contributing  significantly  to  the  provision  of 
blood  services  in  the  region’s  area.  Two  of 
these  professionals  should  be  actively  serving 
as  Regional  Program  Directors. 

All  members  of  the  Executive  Committee, 
though  elected  by  the  Commission  for  one 
year  terms,  will  serve  at  the  pleasure  of  their 
own  sponsoring  organizations. 

If  a  nominee  of  an  organization  entitled 
to  a  place  on  the  Executive  Committee  is  not 
elected  to  serve,  the  organization  must  be  re¬ 
quested  to  propose  another  individual 
promptly  for  the  Commission’s  considera¬ 
tion. 

The  Executive  Committee  will  elect  appro¬ 
priate  officers  at  its  first  meeting  after  all 
its  members  have  been  elected. 

In  addition  to  implementing  the  recom¬ 
mendations  of  the  Commission,  the  Executive 
Committee  will  have  the  authority  to  act  on 
its  own  decisions.  ’The  Committee  will  be 
accountable  for  the  performance  of  the  orga¬ 
nization  to  the  other  elements  of  the  Com¬ 
mission  and  to  the  nation. 

Initially,  staff  for  the  Commission  may  be 
provided  by  the  participating  organizations; 
however,  there  may  be  a  need  for  additional 
independent  staff  and,  if  so,  the  Executive 
Committee  will  decide  on  its  size  and 
organization. 

While  grants  from  organizations  and/or 
government  will  be  needed  initially  to  help 
defray  nonrecurring  costs,  the  American 
Blood  Commission  is  expected  to  become 
largely  self-supporting. 


The  American  Blood  Commission  Executive 
Committee  will  proceed  toward  fulfilling  the 
National  Blood  Policy  through  the  plan  pre¬ 
sented  here  and  will  appoint  Commission  task 
forces  that  will  directly  address  themselves 
to  the  problems  and  mechanics  of  the  imple¬ 
mentation  as  the  new  regional  system  be¬ 
come  operative.  The  task  forces  will  be 
expected  to  monitor  progress  and  identify 
problems  and  to  advise  the  Executive  Com¬ 
mittee  of  the  Commission  regarding  modi¬ 
fications  of  the  implementation  plan  that 
experience  may  indicate  to  be  appropriate. 

Some  suggested  task  forces  follow;  how¬ 
ever,  the  list  is  not  all  inclusive  and  a  need  for 
additional  task  forces  dealing  with  other 
major  areas,  such  as  hepatitis  surveillance, 
may  be  determined  by  the  Commission  or 
its  Executive  Committee. 

INITIAL  TASK  FORCES 

Voluntary  Donor  Recruitment 
Blood  Utilization 
Blood  Inventory  Control 
Data  and  Statistlcfd  Analysis 
Standards 

Inspection  and  Accreditation 
Cost  Evaluation  and  Control 
Plasma  Production  and  Fractionation 
Regional  Program  Development 
Research 
Education 

The  Executive  Committee  will  appoint  task 
force  members  who  have  sjiecial  expertise 
or  interest  in  the  areas  being  studied.  While 
most  task  force  members  will  be  members  of 
organizations  that  are  part  of  the  American 
Blood  Commission,  membership  will  not  be 
a  requirement  of  service.  No  honoraria  will 
be  paid  to  any  task  force  member  by  the 
American  Blood  Commission. 

The  following  responsibilities  are  to  be 
discharged  by  the  Commission  at  an  annual 
meeting : 

1.  Election  of  the  seventeen  (17)  members 
of  the  Executive  Committee  in  accordance 
with  the  proportional  representation  pre¬ 
sented  earlier  in  this  document. 

2.  ’The  development  of  policy  recommenda¬ 
tions  to  help  guide  the  Executive  Committee. 

3.  The  review  of  the  performance  of  the 
Executive  Cmnmittee  with  regard  to  progress 
toward  the  goals  of  the  National  Blood  Policy. 

4.  ’The  review  of  the  budget  adopted  by  the 
Executive  Committee. 

Regionalization 

An  organization  of  voluntary  non-iH-ofit 
blood  banks  and  transfusion  services  that 
collectively  can  provide  a  full  range  of  serv¬ 
ices  will  be  officially  designated  as  an  Inte¬ 
grated  Regional  Program  if  it  can  substan¬ 
tially  meet  the  following  performance  cri¬ 
teria: 

1.  Accept  the  re^onsibillty  for  recruiting 
volunteer  donors  in  the  region. 

2.  Include  at  least  one  facility  that  is 
licensed  to  ship  blood  over  state  lines. 

3.  Provide  for  total  blood  service  within  its 
area  on  a  schedule  in  keeping  with  the  needs 
of  the  region. 

4.  Have  the  ctqiaclty  to  provide  expert  med¬ 
ical  consultation  on  hemotherapy,  compati¬ 
bility  problems  and  other  blood  related 
problems  whenever  needed. 

5.  Provide  the  range  and  quantity  of  blood 
components  required  in  the  region. 

6.  Meet  current  appropriate  inspection  and 
accreditation  standards. 

In  local  areas  served  by  several  blood  banks 
the  Integrated  Regional  Program  with  encom¬ 
pass  all  the  blood  services  In  the  area,  includ¬ 
ing  transfusion  services.  Physicians  and  di¬ 
rectors  of  the  area  blood  banks  should  exert 
leadership  in  the  establishment  of  an  orga¬ 
nization  that  can  provide  the  services  deemed 
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necessary  to  the  successful  administration 
Off  an  Integrated  program.  The  blood  banks 
n.Tvrt  the  hospital  services  that  will  be  served 
by  these  larger  programs  must  be  Invited  to 
participate  as  they  wo«ld  be  in  an  area  served 
by  a  single  blood  bank. 

Each  Regional  Program  will  organize  to 
provide  quality  services  to  the  transfusion 
facilities  In  Its  area,  recruit  donors,  and  keep 
records  on  blood  drawn  and  on  adverse  reac¬ 
tions.  Ho^ltal  transfusion  facilities  receiving 
blood  would  keep  Inventory  records,  report 
to  the  Regional  Program  on  transfiision  re¬ 
actions,  and  may  be  requested  to  draw  blood 
if  needed  within  the  system.  Oenerai  policy 
for  the  national  system  will  be  recommended 
by  the  American  Blood  Commission  and  es¬ 
tablished  by  the  Executive  Conunlttee,  but 
most  operating  policies  will  be  determined  at 
the  regional  level.  The  plan  Is  conceived  of 
as  being  self-supporting. 

ORGANIZATION  (ALTERNATE  1)^ 

Interested  individuals  wishing  to  organize 
a  blood  program,  in  wrier  to  qualify  for  nom¬ 
ination  as  an  Integrated  Regional  Program, 
will  request  a  letter  of  Intent  to  associate 
with  the  proposed  Regional  Program  from 
each  of  the  blood  banks  and  the  transfusion 
facilities  that  would  be  served.  At  the  same 
time,  the  dlrectca"  of  each  of  the  blood  banks 
and  the  hospital  transfusion  facilities  will 
be  invited  to  participate  In  the  selection  of 
a  board  to  govern  the  activities  of  the  new 
Regional  Program.  The  ho^itals’  responses 
and  the  organizer’s  own  letter  of  intent  to 
lead  an  Integrated  Regional  Program  will  be 
filed  with  the  medical  society  in  the  county 
and  with  the  Bociety(s)  In  the  coimty(8) 
where  the  ho^ltal  blocxl  facilities  are  locate, 
or  with  the  state  medical  society  if  it  is  the 
appropriate  body  In  the  area. 

Nomination  of  an  Integrated  Regional 
Program  will  be  a  responsibility  of  the  medi¬ 
cal  society,  blood  bank  and  hospital  transfu¬ 
sion  service  directors,  and  lay  leaders  In  the 
area  In  which  a  Program  is  located;  all  three 
groux>8  will  have  continuing  Interest  In  the 
performance  of  the  Regional  Program.  If  the 
three  representative  groups  are  satisfied  that 
the  Program  substantially  meets  the  cn'iterla, 
the  Integrated  Regional  Program  will  be 
nominated  for  designation  by  the  Executive 
Committee  of  the  American  Blood  Commis¬ 
sion.  Copies  of  the  letters  of  Intent  and  a 
letter  of  nomination  will  be  forwarded  by  the 
rnedK^  society  to  the  American  Blood  Com¬ 
mission’s  Executive  Committee.  Upon  de¬ 
signation,  the  American  Blood  Commission’s 
Task  Force  on  Regionalization  will  produce 
the  Initial  national  directory  of  Integrated 
Regional  Blood  Programs,  organized  by  re¬ 
gion  to  d<x:ument  the  new  system. 

Should  the  local  representative  groups 
decide  against  nominating  a  particular  Inter¬ 
ested  organization  to  serve  as  a  Regional  Pro¬ 
gram,  the  decision  may  be  appealed  directly 
to  the  Executive  Committee  of  the  American 
Blood  Commission;  however,  the  local  nomi¬ 
nating  authorities  must  be  invited  to  present 
their  views  on  the  questioned  organization  at 
any  such  appeal. 

If  any  designated  Program  falls  to  serve  Its 
sirstem  satisfactorily,  the  hospital  transfusion 
services  In  the  Program’s  system  may  petition 
for  the  nomination  of  another  coordinating 
Program. 

ADVISORY  COUNCIL  OF  REGIONAL  PRCXSRAM  DIREC¬ 
TORS 

’The  Executive  Committee  will  arrange  a 
meeting  of  the  directors  of  Regional  Blood 
Programs  for  the  purpose  of  organizing  an 
Advisory  Council. 

Financing  Acttvities 

The  reorganized  blood  services  will  be  self- 
supporting;  however,  some  outside  financial 


aid  may  be  needed  to  finance  nonrecurring 
expenses.  The  directors  of  the  Regional  Pro¬ 
grams  are  encouraged  to  apply  for  grants  to 
support  additional  persoqnel,  rent  for  addi¬ 
tional  space,  and/or  the  purchase  of  services 
w  equipment  (computers,  etc.)  necessitated 
by  the  demands  of  the  reorganization  or  re¬ 
search.  The  responsibility  for  developing  ade¬ 
quate  funds  rests  with  a  regional  director. 
End  alternate  one. 

organization  (ALTERNATE  2)^ 

The  method  for  selecting  the  organizations 
to  serve  as  Integrated  Regional  Programs  will 
be  determined  by  the  Executive  Committee  of 
the  American  Blood  Commission  with  advice 
from  the  Task  Force  on  Regionalization. 

End  alternate  two. 

Operation 

This  plan,  while  voluntary,  is  aimed  at  all 
blood  facilities,  private  and  public.  ’The  blood 
facilities  maintained  by  the  military  estab¬ 
lishment,  the  Veterans  Administration,  and 
the  National  Institutes  of  Health  should  be 
integrated  Into  the  civil  system  to  the  degree 
possible  with  due  regard  to  their  assigned 
missions.  These  public  programs  are  impor¬ 
tant  resources. 

’The  American  Blood  Commission  believes 
it  is  essential  that  the  Implementation  of  this 
plan  be  voluntary.  It  must  be  the  responsibil¬ 
ity  of  the  leaders  of  a  designated  Regional 
Program  to  persuade  the  constituent  users  in 
the  region  of  the  benefits  of  the  system;  the 
designation  of  a  Regional  Program  should  be 
contingent  on  the  willingness  of  the  pro¬ 
posed  Program  to  accept  that  resposibility. 
While  It  will  be  extremely  difficult  for  most 
facilities  to  exist  completely  outside  the  sys- 
tem(B),  the  Amerlc^an  Blood  Commission 
recognizes  that  some  will  want  to  try.  Hie 
performance  of  the  system  and  the  necessity 
of  dealing  with  the  Regional  Programs  to  get 
blood  Into  and  out  of  the  system  should  be 
ample  persuasion  to  these  facilities;  however 
members  of  the  American  Blood  Commission 
will  urge  all  blood  service  facilities  to  become 
part  of  the  system.  Physicians  may  be  con¬ 
cerned  about  the  use  of  blood  from  outside 
the  system. 

REPORTING 

Each  ho^ltal  transfusion  facility  will  re¬ 
port  Its  Inventory,  Including  dating  on  each 
of  the  units,  to  Its  Regional  Program  on  a 
regular  schedule  to  be  determined  by  the 
Program’s  director.  The  Regional  Program 
will  be  responsible  for  all  decisions  regard¬ 
ing  Inventory  and  will  have  the  authcNlty  to 
move  blood  within  Its  system  according  to 
the  requirements  of  the  facilities  that  are 
being  served. 

It  is  the  Intent  of  this  plan  to  eliminate 
the  need  for  paid  donors.  During  the  neces¬ 
sary  period  of  transition,  while  paid  donors 
are  needed  In  many  areas,  the  Regional  Pro¬ 
grams  periodically  will  repiort  the  number  of 
units  of  blood  brought  in  from  other  systems 
or  purchased  from  commercial  sources  or 
donors  to  the  hospital  transfusion  committees 
at  each  of  the  hospitals  It  serves,  to  the 
county  medical  society,  to  the  Executive  Com¬ 
mittee  of  the  American  Blood  Commission, 
and  to  other  interested  parties  on  request. 

Blood  banks  and  transfusion  facilities  will 
maintain  adequate  records  on  each  unit  of 
blood  or  components  drawn  or  received.  Rec¬ 
ords  on  any  given  unit  of  blood  will  be  avail¬ 
able  at  the  blood  bank  where  the  blood  was 
drawn  and  at  the  facility  where  the  blood  was 
administered.  ’The  records  will  Include  the 
final  disposition  of  every  unit  drawn  and  any 
adverse  reactions  that  may  have  been  as- 


^Note:  ’The  task  force  did  not  achieve  a 
consensus  on  the  method  for  selecting  an 
Integrated  Program  presented  In  this  plan. 


Bociated  with  the  administration  of  each  indi¬ 
vidual  unit  of  blood.  A  transfusion  facility 
will  organize  Its  files  to  Indicate  groupings 
ot  adverse  reactions  according  to  drawing 
stations  and  will  report  adverse  reactions 
back  to  the  drawing  bank  promptly.  Each 
drawing  bank  will  report  all  adverse  reac¬ 
tions  reported  to  It  to  the  office  of  the  Ex¬ 
ecutive  Committee  monthly.  Banks  with  dis¬ 
proportionately  large  numbers  of  adverse 
reactions  will  be  required  to  Improve  their 
donor  pool  and  review  their  pr(x;edures  and 
equipment.  Surveyors  reviewing  bl(x>d  bank 
(^rations  will  be  encouraged  to  review  ad¬ 
verse  reaction  repots  with  the  blood  bank 
director  on  every  visit. 

’The  American  Blood  Commission  believes 
that  the  responsibility  for  monitoring  the 
records  and  the  reporting  practices  within 
a  hospital  facility  lies  with  the  hospital  med¬ 
ical  staff,  specifically  the  (ximinlttee  on  trans¬ 
fusion.  This  committee  shotUd  serve  as  a 
peer  review  mechanism  monitoring  the  use 
of  blood  In  the  Institution,  and  its  interest 
should  include  the  performance  of  Its  Re¬ 
gional  Program.  ’The  American  Blood  Com¬ 
mission  believes  that  the  medical  staff  of  a 
hospital  must  accept  responsibility  for  the 
blood  drawn  or  used  within  the  Institution. 

’The  American  Medical  Association  urges 
that  the  chief  executive  officer  of  every  blood 
facility  In  every  system  be  a  physlcfian.  How¬ 
ever,  the  director  of  a  Regional  Program 
blood  facility  should  become  an  ex  officio 
member  of  the  transfusion  committees  of 
the  hospital (s)  his  facility  serves,  and  the 
director  should  be  represented  at  the  meet¬ 
ings  of  the  transfusion  (x>mmlttee(8)  peri¬ 
odically  whether  he  or  she  be  a  physician  or 
not. 

STAimARDS — INSPECTION  AND  ACJCREDITATION 

’The  standards  for  all  blood  banks  would 
be  those  of  the  American  Association  of 
Blood  Banks,  the  American  National  Red 
Cross,  and  the  Food  and  Drug  Administra¬ 
tion’s  Bureau  of  Biologies.  ’The  inspection 
and  accreditation  program  of  the  American 
Association  of  Blood  Banks  together  with 
the  programs  of  the  American  National  Red 
Cross  and  the  College  of  American  Patholo¬ 
gists  should  be  made  universally  applicable 
and  should  receive  official  recognition.  As  a 
practical  matter  the  highly  trained  profes¬ 
sionals  who  undertake  these  inspections 
cannot  be  duplicated  by  the  government. 

KXCHANGES 

All  exchanges  of  blood  between  facilities 
associated  with  different  systems  will  be  co¬ 
ordinated  and  arranged  by  their  respective 
Regional  Programs  through  the  Clearing¬ 
house  Program  of  the  American  Association 
of  Blood  Banks  or  the  Central  Exchange  of 
the  American  National  Red  Cross;  these  or¬ 
ganizations  will  be  responsible  for  monitor¬ 
ing  the  transfers  of  blood  between  Regional 
Programs.  Since  it  is  unlikely  that  many 
areas  will  need  more  blood  than  they  can 
potentially  produce,  transfers  of  bl(xxi  be¬ 
tween  programs  should  decline  (except  in 
the  event  of  disaster  and  perhaps  for  rare 
types  of  blood)  as  the  organization  begins 
to  function  efficiently.  This  decline  will  be 
one  measure  of  the  organization’s  success. 

DONOR  recruiting 

A  designated  Regional  Program  wUl  plan 
and  coordinate  all  bl(X>d  drawing  In  the 
facilities  It  serves.  It  is  the  Program’s  respon¬ 
sibility  to  assure  that  members  of  the  com¬ 
munity  can  donate  blood  without  undue 
travel  or  other  Inconveniences;  it  is  the  re¬ 
sponsibility  of  a  hospital  sefVlce  to  cooperate 
by  making  Its  staff  and  facilities  available  as 
needed  In  an  agreed  upon  program. 

’The  expense  of  donor  recruiting  should  be 
Included  as  part  of  the  charge  to  every  pa¬ 
tient  receiving  blood  banks  services.  ’The 
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charges  should  be  high  enough  to  provide 
an  appropriate  budget  for  recruiting  activi¬ 
ties.  It  a  regional  system  Is  not  large  enough 
to  support  adequate  recruiting  activities,  it 
should  merge  with  another  system.  A  com¬ 
munity  that  is  able  to  meet  its  blood  needs 
with  little  promotional  effort  will  receive 
blood  at  less  expense  than  a  more  apathetic 
community  that  requires  high  expenditures 
for  recruiting.  All  recruiting  fees  collected 
by  hospitals  should  be  utilized  in  recruiting 
efforts  coordinated  with  the  Regional  Pro¬ 
gram  that  will  be  responsible  for  donor 
motivation  in  the  area. 

Efforts  to  recruit  volunteer  donors  must 
be  centrally  coordinated  in  a  geographic  area 
and  not  competitive  between  systems.  Every 
organization  endorsing  the  goals  of  the  Na¬ 
tional  Blood  Policy  should  use  its  Influence 
to  encourage  this  concept. 

A  non-replacement  fee  may  be  needed  to 
maintain  adequate  supplies  of  blood  within  a 
regional  system.  Such  fees  are  acceptable  if  a 
local  need  is  agreed  upon  by  the  majority  of 
the  hospital  facilities  being  served  by  the 
Integrated  Regional  Program.  However,  the 
need  for  a  non-replacement  fee  should  be 
studied  carefully. 

REGIONAL  GOVERNING  BOARD 

Because  a  Regional  Program  will  be  mak¬ 
ing  decisions  that  affect  the  supply  of  blood 
available  for  transfuslcm  to  the  community, 
that  control  the  Inventory  of  blood  in  facili¬ 
ties  for  which  others  have  more  direct  respon¬ 
sibility,  and  that  result  in  the  expenditures 
of  funds  intended  for  donor  recruiting  and 
other  services  in  the  entire  region,  it  is  im¬ 
perative  that  a  panel  of  lay  leaders  be  selected 
to  serve  on  the  board  governing  the  Program’s 
activities  along  with  representative  directors 
of  the  transfusion  services  and  blood  banks, 
and  physicians  in  the  region.  These  three 


categories  of  board  members  should  be  repre¬ 
sented  in  equal  numbers  on  the  governing 
board  of  the  Program. 

SUPPLY 

The  American  Blood  Commission  will  ac¬ 
cept  no  compromise  of  the  present  blood 
supply.  No  advantage  is  to  be  gained  if  sup¬ 
plies  of  blood  and  blood  components  are  re¬ 
duced  in  the  process  of  reorganization.  Ade¬ 
quate  time  must  be  allowed  for  this  imple¬ 
mentation  to  develop  in  an  orderly  manner. 
The  Commission  has  no  Interest  in  an  "ap¬ 
pearance”  of  activity;  the  reorganization 
must  be  built  on  the  strength  of  the  present 
system  within  a  time  frame  which  will  allow 
the  system  to  respond  with  a  minimum  of 
disruption. 

HEMOPHILA  AND  OTHER  CHRONIC  BLOOD 
DISORDERS 

The  Bureau  of  Biologies  or  the  National 
Institutes  of  Health  or  the  Social  Security 
Administration  should  establish  a  substan¬ 
tial  and  continuing  program  budget  to  take 
advantage  of  the  national  media  for  the  pur¬ 
pose  of  recruiting  blood  donors  and  to  help 
assure  the  blood  needs  of  hemophiliacs  and 
others  with  chronic  diseases  requiring  blood. 

The'  American  Blood  Commission  Is  aware 
that  many  details  are  left  here  unresolved. 
While  more  organization  likely  will  improve 
the  quality  of  blood  service,  pluralism  and 
local  control  are  strengths  of  the  present 
blood  service  worth  keeping.  The  different 
traditions,  motivations,  and  state  laws  in  the 
various  parts  of  the  country  require  allow¬ 
ances  for  local  solutions.  The  American  Blood 
Commission  has  confldence  that  blood  banks, 
transfusion  services,  medicine  and  the  citi¬ 
zenry  that  must  provide  the  volunteer  blood 
will  respond  appropriately  to  this  call  for 
action. 


AMERICAN  BLOOD  COMMISSION 


EXECUTIVE  COMMITTEE 


TASK  FORCES 


STAFF 


ADVISORY  COUNCIL  OF  REGIONAC 
_ PROGRAM  DIRECTORS 


lAY  LEADERS  IN  THE  COMMUNITY 
BLOOD  B.^NKS  fc  TRANSFUSION  SERVICES 
MEDICAL  SOCIETY 

I 

INTEGRATED  REGIONAL  PROGR\M 


National  Blood  Policy 

Blood  transfusion  and  other  forms  of 
blood-based  therapy  are  appropriately  re¬ 
garded  as  the  earliest  and  presently  most 
highly  developed  aspect  of  human  tissue 
transplantation.  This  policy  is  directed  ex¬ 
clusively  to  problems  of  the  blood  supply, 
processing  and  distribution  system,  and  the 
use  of  blood.  Its  basic  principles,  however, 
though  not  necessarily  the  speclflc  details, 
are  appropriate  to  a  broader  system  which 
must  soon  be  develoi^d  to  encompass  all 
transplantable  human  tissues. 

The  Federal  Government  recognizes  four 
principal  goals  in  the  provision  of  blood 
eervlces; 

1.  Supply.  A  supply  of  blood  and  blood 
products  adequate  to  meet  all  of  the  treat¬ 


ment  and  diagnostic  needs  of  the  population 
of  this  country. 

2.  Quality.  Attainment  of  the  highest 
standards  of  blood  transfusion  therapy 
through  full  application  of  currently  avail¬ 
able  sclentlflc  knowledge,  as  well  as  through 
advancement  of  the  sclentlflc  base. 

3.  Accessibility.  Access  to  the  national 
supply  of  blood  and  blood  products  by  every¬ 
one  in  need,  regardless  of  economic  status. 

4.  Efficiency.  Efficient  collection,  process¬ 
ing,  storage,  and  utilization  of  the  national 
supply  of  blood  and  blood  products. 

Recognizing  the  eminent  desirability  of 
each  of  these  goals,  it  is  the  policy  of  the 
United  States  Government: 

(1)  To  encourage,  foster,  and  support 
effo/rts  designed  to  bring  into  being  an  all¬ 
voluntary  blood  donation  system  and  to  elim¬ 


inate  commercialism  in  the  acquisition  of 
whole  blood  and  blood  components  for  trans¬ 
fusion  purposes.  The  ultimate  aims  of  this 
policy  are  improvement  in  the  quality  of  the 
supply  of  blood  and  blood  products  and  de¬ 
velopment  of  an  appropriate  ethical  climate 
for  the  increasing  use  of  human  tissues  for 
therapeutic  medical  piu-poses.  In  this  con¬ 
text,  the  term  commercialism  applies  to  the 
relationship  between  the  donor  and  the 
blood  bank  and  focuses  primarily  on  those 
commercial  relationships  which  have  en¬ 
couraged  reliance  on  blood  from  sectors  of 
society  in  which  transmissible  hepatitis  is 
particularly  prevalent.  Although  this  policy 
seeks  an  end  to  the  practice  of  purchasing 
whole  blood  and  blood  components  from 
donors,  it  is  not  Intended  to  preclude  special 
arrangements  where  very  rare  blood  or  blood 
components  are  needed  on  an  individual 
basis  and  can  be  obtained  only  by  special 
consideration  for  unique  donors  who  have 
been  carefully  evaluated.  This  policy  does  not 
attempt  to  eliminate  reasonable  charges  for 
the  service  aspects  of  providing  blood,  blood 
products,  and  other  tissues. 

(2)  To  encourage,  foster,  and  support  es¬ 
tablishment  'of  a  system  for  the  collection 
and  analysis  of  all  relevant  information  con¬ 
cerning  plasmapheresis  operations  and  plas¬ 
ma  fractionation  operations  and  the  flow  of 
plasma  and  plasma  products  within  the 
United  States  and  other  countries.  Such  in¬ 
formation  is  needed  to  determine  the  suffi¬ 
ciency  of  domestic  sources  of  plasma  frac¬ 
tions.  It  would  also  aid  in  development  of 
future  positions  on  the  relationship  which 
plasmapheresis  and  plasma  fractionation  ac¬ 
tivities  should  bear  to  whole  blood  banking 
operations,  and  the  degree  of  interdepend¬ 
ence  that  should  exist  between  the  United 
States  and  other  countries  with  respect  to 
plasma  and  plasma  products. 

(3)  To  encourage,  foster,  and  support  de¬ 
velopment  of  data  and  information  collec¬ 
tion  and  processing  systems  which  will  iden¬ 
tify  and  describe  all  elements  and  functions 
in  the  blood  banking  sphere  on  a  continu¬ 
ing  basis.  This  is  necessary  to  acquire 
fundamental  information  on  the  nature  and 
transmission  of  diseases  by  blood  and  blood 
products  and  the  occurrence  of  transfusion 
mishaps,  as  well  as  to  design  and  create 
changes  which  will  enhance  the  effectiveness 
of  the  blood  banking  system. 

(4)  To  encourage,  foster,  and  support 
measures  to  enhance  resource-sharing  and 
area-wide  cooperation  in  the  collection, 
processing,  distribution,  and  utilisation  of 
blood,  in  order  to  make  the  most  effective 
use  of  the  national  supply. 

(5)  To  assure  ample  donation  of  blood 
and  plasma: 

(a)  By  encouraging,  fostering,  and  sup¬ 
porting  activities  to  develop  accounting  and 
reporting  systems  which  identify  the  rela¬ 
tionships  between  the  costs  and  charges  for 
all  services  and  materials  associated  with 
transfusion  therapy.  Public  confidence  in 
the  reasonableness  of  service  charges  will 
encourage  voluntary  donors. 

(b)  By  encouraging,  fostering,  and  sup¬ 
porting  a  variety  of  programs  to  educate 
both  the  public  and  the  health  professionals 
in  their  responsibilities  for  assuring  ade¬ 
quate  voluntary  donations.  Those  responsible 
for  conducting  recruitment  programs  must 
recognize  the  preeminent  role  of  the  volun¬ 
tary  donor  and  must  develop  and  utilize 
various  approaches  appealing  to  appropri¬ 
ate  sectors  of  society. 

(6)  To  encourage,  foster,  and  support  a 
variety  of  educational  and  other  programs 
for  health  professionals  to  assure  the  most 
appropriate  and  safe  use  eff  blood  and  blood 
products. 

(7)  To  employ  the  full  Regulatory  author¬ 
ities  now  vested  in  the  Federal  Government 
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and  to  seek  such  additional  authority  as  may 
he  necessary  end  appropriate  for  the  pur¬ 
pose  of  assuring  uniform  adherence  to  the 
highest  attainable  standards  of  practice  in 
blood  banking,  including  plasmapheresis  and 
plasma  fractionation, 

(8)  To  encourage,  foster,  and  support  ap¬ 
plied  and  fundamental  research  to  improve 
application  of  existing  information  and 
simultaneously  extend  the  scientific  base 
with  respect  to  the  entire  spectrum  of  blood 
banking  and  blood  therapy  activities,  with 
emphasis  on  better  characterization  of  hu¬ 
man  blood  and  blood  products,  identification 
and  control  of  the  diseases  which  may  be 
transmitted  by  blood  or  blood  products,  ex¬ 
tension  of  the  shelf  life  of  blood  and  blood 
products,  more  efficient  utilization  of  these 
precious  tissue  resources  through  systems 
analysis  and  other  management  approaches, 
and  with  respect  to  other  relevant  matters 
as  they  may  be  identified. 

(0)  To  include  a  benefit  under  National 
Health  Insurance  for  the  service  aspects  of 
providing  and  transfusing  blood  and  blood 
products,  and  to  encourage  inclusion  of  a 
comparable  benefit  under  all  governmental 
and  non-govemmental  health  care  insur¬ 
ance  programs  in  order  to  assure  access  to 
blood  and  blood  products  by  everyone  in 
need,  regardless  of  economic  status.  This 
policy  Mcognlzes  a  distinction  with  respect 
to  service  aspects  between  blood  and  blood 
components  on  the  cme  hand,  and  plasma 
derivatives  on  the  other.  For  blood  and  blood 


components,  the  term  service  aspects  in¬ 
cludes  all  services  Involved  In  malting  the 
products  available  to  the  patient,  from  the 
recruitment  of  voluntary  donors,  through 
processing,  storage,  and  distribution,  to 
cross-matching  and  administration,  but 
excludes  charge  for  the  product  itself  (such 
as  charges  associated  with  commercial  ac¬ 
quisition  ot  whole  blood)  which  are  unre¬ 
lated  to  services  rendered  the  patient.  For 
plasma  derivatives,  the  term  “service  as¬ 
pects"  Includes  costs  of  commercial  plasma 
acquisition  In  recognition  that  commercial 
acquisition  may  still  be  necessary. 

(10)  ro  identify  the  Secretary  of  the  De¬ 
partment  of  Health,  Education,  and  Wel¬ 
fare,  or  his  designee,  as  responsible  for  the 
implementation  of  the  policies  enunciated 
above.  These  policies  are  intended  to  achieve 
certain  gocUs  but  do  not  detail  methods  of 
Implementation.  In  develc^lng  the  most  ef¬ 
fective  and  suitable  means  of  reaching  these 
gocds,  the  Secretary  will  involve,  as  appro¬ 
priate,  all  relevant  public  and  private  sec¬ 
tors  and  Federal  Government  agencies  In  a 
cooperative  effort  to  provide  the  best  at¬ 
tainable  blood  services.  Designation  of  the 
Secretary  of  HEW  in  this  role  is  a  reflection 
of  the  Department's  extensive  resomrces  and' 
expertise  related  to  blood;  It  Is  not  to  abridge 
the  Independent  authority  of  any  other  Fed¬ 
eral  agency.  Although  the  implementation 
ot  the  National  Blood  Policy  should  build, 
wherever  possible,  on  existing  strengths  In 
the  present  system  to  assure  continuity  of 


essential  services,  this  Intent  Is  not  to  be  In¬ 
terpreted  as  a  mandate  to  maintain  the  status 
quo.  It  is  to  allow  gradual  evolutlcm  to  the 
most  effective  organization  and  operation  of 
the  Blood  Service  Complex  without  Interrup¬ 
tion  of  services  now  provided.  However,  If 
the  private  sector  Is  \inable  to  make  satis¬ 
factory  progress  toward  Implementing  these 
policies,  a  legislative  and/or  regulatory  ap¬ 
proach  would  have  to  be  considered. 

The  following  Issues  are  to  be  examined 
critically  In  Implementing  these  policies; 

1.  The  adequacy  of  any  prt^osed  Imple¬ 
mentation  action  in  meeting  the  extraordi¬ 
nary  demands  for  blood  that  may  arise  In  na¬ 
tional  and  regional  emergencies; 

2.  The  appropriateness  of  the  replacement 
fee  In  an  all-voluntary  system; 

3.  System  approaches  to  the  Integration 
of  various  functions  and  segments  of  the 
blood  banking  industry; 

4.  Regionalization  of  blood  services  man¬ 
agement; 

5.  Appropriate  Inducements  and  authori¬ 
ties,  whether  existing  or  to  be  sought,  nec¬ 
essary  to  exclude  commercial  acquisition  of 
whole  blood  or  blood  conq>onents; 

6.  Special  problems  of  accessibility  for 
hemophiliacs  and  others  with  continuing  or 
extraordinary  needs  for  blood  or  blood  pro¬ 
ducts;  and 

7.  Other  Issues  relevant  to  the  four  princi¬ 
pal  goals. 
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